
May 24,200O 

Dockets Management Branch 
US Food and Drug Administration, DHHS 
Room l-23 
12420 Parklawn Drive 
Rockville, MD 20857 

RE: Comment on Docket Number 97POO78ICP 
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White Wave, Inc. is one of the leading soymilk producers in the country. WC 
in agreement with the Soyfoods Association of North America’s (SANA) petil 
filed in February of 1997 (Dot. No. 97POO78/CP), for legally allowing the us( 
the term “Soymilk”, but disagree with the compositional specifications it state 
the different categories of soymilk. 

Due to the recent petition filed by the National Milk Producers Federation 
regarding their objection to the use of the term “Soymilk”, we believe that the 
original petition, Docket Number 97POO78/CP, will once again be reviewed 2 
that now is the time to comment on that docket. Attached are copies of lette 
from dairy manufacturers that also believe that the term ‘Soymilk” is a fair ar 
accurate representation of the product. 

The top five producers of soymilk, collectively, manufacture approximately 4 
different varieties. Based on the nutrition facts panels of these products ant 
recommendations for protein levels set by the SANA compositional standard 
only 12.5% of the current commercially available soymilk manufactured by tt 
these top producers would fall into the “Soymilk” category, 75% would be 
classified as ‘Soymilk Drink”, and the remaining 12.5% does not fit into any 
category presented. We believe that since 87.5% of the products available 
not qualify for the “Soymilk” term, the compositional definition should be re- 
evaluated. 

Docket Number 98P-0683, is the FDA final rule on health claims and soy. It 
states that if a food product contains at least 6.25 grams of soy protein per 
serving, the following health claim can be used on the packaging: “25 grams 
soy protein a day, as part of a diet low in saturated fat and cholesterol, may 
reduce the risk of heart disease”. When the final rule appeared in October 
1999, manufacturers of soy foods began formulating their products to meet 1 
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6.25 grams of soy protein per serving, including many existing and ne 
manufacturers. This has become the recognized standard for soy protein 
content. 

The standards that have been set for milk in the dairy industry are achievabl 
and predictable because the compositional differences that occur in d 
are minor. The composition of soybeans vary extensively between va 
growing conditions, growing regions, and storage conditions. Soymil 
as a result of the aqueous extraction of whole soybeans will not only re 
these compositional differences, but will also be enhanced by the manu 
processing equipment and procedures. When setting the standards for 
composition of soymilk, these natural variations need to be accounted for. 

Although soymilk has been in existence for hundreds, even thousan 
in comparison to the dairy industry, the commercial production of so 
relatively young. Manufacturers are still learning how to meet the n 
needs of their customers while supplying a beverage that is pleasa 
We are in full agreement that the term “Soymilk” is the common an 
used for the liquid aqueous extraction of soybeans, but disagree 
compositional specifications and categories stated in Docket Nu 
97POO78KP. These compositional standards were written in 19 
be re-evaluated with today’s market in mind. The recommende 
serving set by Docket Number 98P-0683 has become the rece 
this protein content would allow for a more balanced number o 
commercially available soymilk products to qualify to offtcially 
“Soymilk”. 

Sincerely, 

Claire Burnett 
White Wave, Inc. 
R&D Manager 
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D.o.QOXaoe 
LANCE & KEWON A’JE-NUm 
ROSEfWAYN. NEW JWSEY U352 
858/451-1300 

Of. ChristIne Lewis 
Acting Diredar 
OtTIce af Nubritional Products 
LaDellng, and Dietary Supplements 

Z’d _... 

~;~$nia Wilkefling 

Divlalon of Stanoards and Labelinn Reaulation~ 

foad and Chug Administreh’on 
Wad?ingtwt, DC 

Dear Dr lawis and Ms. Wikening: 

I am writing to you May ~JJ voice an d&y induw qinion rqa&ng @IO 
National Milk Prcduwrs faderation’s (IWPF) petian te the FbA mnq 
their objection to the use tithe term ‘Soymilk’. 

Our wmpany is calebratfry) our SF yeerr in the daily bushesa. In light jf 
ttta mc8nl consolidation in m: hdus:y. ~62 sit73 93~1~ unicp in th@ w aire 
a thkd generation family awed artd operated buairxm . We are he led 
indepPndent!y held daiq e3mpany pticing fltid milk in Nm Jersey. t&r 
business cwenffy cs?sis& of produc’ng fluid miik, milk pmduct~, aid 
uaams. ica cream mixes and other dairy end n0f748iry based prod&s. 
These are aold to !3upef7ner(cats, qlJi& ~wkii reI3taurant9, l2ttlur CIEQ 
cmpuks, wnvenlenca ~iwes , fwd sake distributcws md the Iike. 01.4 
producta atq currently disbib*d in over 2Q aiutes. 

. 

k% believe tiet the term ‘SoymiW is one that acturatgly desoibeJ tf&$ 
product that is belf’lg p&wed. It is widely RICO@- in ou induslry as ti 
commonly wed name far natural beverages made w d saybeans, w3tqr 
and ether vegetable baaed ingmdienls for a number of years. 

We have not found this term to be misleading to anyane in cur Industry w 
our customers in the disfnbution and r&ail arrpemwbt trades. To date wq 
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Dr. Christine Lswis 
Ma. Virginia Wilkening 
Merch 9.2000 
PzJgeZaf2 

have not received any complaints or awnm&s from our ~tww-a and 
c3nsumec3 rqarding this Issue. 

It industry diacwion with suppliorp, pac!qyinq towanti, mMt?llng firms. 
etc, SoymIlk ie the generic term used for this product 

We currently produce! bath dairy and nondairy produb indudin$ wymiik 
~n wr c@nion, me use of the terms saymilk is not mislesding at d to the 
wnsumer. In fad, w believe that atzamtdy represents bt (ha praduct 
that is beFng SCM. 

We disagree with the NMPF and their opinion cm the use cf aeymiIk and do 
not feel that this 0Qinion f8pmsmts the entlm dairy industry. only a paaian 
of me supply tialn is repw&& by NMPF. A8 a pr- and rmk&ng 
of thwe produces, ‘IA@ se things diRlxantly than t)le milk prod~ecr?~ cm thk 

topic 

On bahatf of our family tend our company, I appmbtte ,pw time fn 
consicbring our qlnlon as yau decide me mwits of thi6 petitiw! and d!w 
regarding soymilk, 

ylcdy yours, 

k :k& &w 
Carmine C. Catalana : 
President 
Cumbwiand Dairy, Inc. 

CCCmpm 
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From: 
JohnHWaraaJr 

WtlacrnQl@FCMXi&LC. 
St. Georgs UT 

Se: ‘Ntioaal Milk producers Federation’ Objection to Use of the Term Soymilk 

Date: Match 8. mo 

I would like to voice an indumy opinion regarding the NMPF’s petition to the 
FDA rqrding o@ectim to the w oft& tam ‘Soymilk’. 

A.saciairyfcx&pmcssor I would like to state that the mm ‘,ymiIk’ has been 
widdyrecogPizcdiaocrriadugayastbecommonlyusedaamefDrMnvalbcvl#agts 
made out of SoybeaM wster md 0th vegetable based ingmdients for a numtsr of years.’ 
We reognke this term to be acmratdy desaiptive, rmmin@l and wide& understood 
ss the tam used fix aand noadaity products made Born so*. We have not found 
this tam to be deadiag to our&es or to our custc~mm in the distrhtioa aad retail 
supemafket trades. We have nut received any coqisints from customers or co- 
regarding this he. In fh@ when cliscussed the term ‘3oymiW is most often if not 
abays zbe geoaic term used in con~tion or tien rcfecmx to this product 
=-S-Y- 

We are mt in agmmmt with the NMPF’s objection to the use of this tmn 
I~yourowsiQaationofttisstatemeatinevaluatiag~~ofthe 

petition in 5cmt of tbc FDA 

John H Warna Jr. 
Predent 

997 N. Airport Rd. Cedar City, Utah 84720 Phone (801) ?tt%-6577 
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@ JDEWFOODSCOMPANY 
xarch 8, 2000 

Dr. Chrissine Lewis 
Acting Director of the Office of Nutritional 

Products, Labeling & Dietary Supplements 

Virginia Wilkenfng 
Dfrector of the Division of Standards & 

Labeiicg Regulatioas 

RE: ‘National Milk Producers Federation' Objection CO Use of the Term 

I would like to voice an industry opinion regarding the NMPF's petition 
the FDA regardFng objection to the use of the term 'Soymilk"'. 

As a dairy foods processor, Dean Foods Company would like to state thaf 
term 'soynzilk' has been widely recognized in our industry as the common 
used name for natural beverages made out of soybeans, water and other v 
based ingredients for a number of years. We recognize this term to be 
atelp descriptive, meaningful and widely understood as the tern used fo 
natural, non-dairy products made from soybeans. We have not found this 
CO be tisleading to ourselves or our cusromers in the distribution and 
supermarket trades.' We have not received any complaints from customers 
consumers regarding this issue. Irr fact whea d&cussed, the term 'soym 
is most often if nos always the generic tern used in conversarfon or wr 
reference to this product category. 

We are not in agreement with the JMPF's objecrion to the use of this Ce 

I appraciate your consideration of this statement in evaluating the mer 
of the petition in front of etie FDA. 

Respevfullp, 

George Muck, Ph.D. 
Vice President, Research & Development 
DEAB FOODS COK?ANY 

pc: D. Purcell 
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Dockets Management Branch 
US Food and Drug Administration, DHHS 
Room l-23 
12420 Parklawn Drive 
Rockville, MD 20857 


